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DETAILED ACTION 



1 . Applicant's amendment, filed 11/27/2008, has been entered. 
Claims 10-13 have been canceled. 

Claim 14 has been added. 

Claims 1-9 and 14 are pending and currently under examination as they read on 
a therapeutic composition comprising anti-gluten egg yolk antibodies wherein the 
specific anti-gluten antibody reads on the elected anti-gliadin antibody. 

2. This Action will be in response to Applicant's Arguments/Remarks, filed 
11/27/2008. 

The rejections of record can be found in the previous Office Action, mailed 
08/13/2008. 

Ora Mune Magna 

3. Applicant's statement on Ora Mune Magna product which indicated that it was 
provided to the supplier by Applicant no earlier than May, 2006 has been 
acknowledged. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1-9 and 14 are rejected under 35 U.S.C. 103 (a) as being unpatentable 
over Lee (U.S. Patent 5,367,054, reference of record) in view of Ellis et al. {Gut 1998, 



43:190-195, reference of record). 
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Applicant's argument lias been considered in full but has not been found 
convincing essentially for reasons of record and reiterated herein for Applicant's 
convenience. 

The present claims are drawn to a composition comprising anti-gluten IgY 
antibodies. Ellis et al. teach anti-gluten antibodies that are raised against gliadin, the 
elected species of anti-gluten antibody, wherein the antibodies are polyclonal and 
monoclonal IgG antibodies (see entire dociunent, in particular, see page 190, last 
paragraph on the right colimm). 

The difference between the teaching of Ellis and the present claims is that 
Ellis's antibodies are not IgY antibodies. However, raising IgY antibodies was a 
well-known technology in the art at the time of the invention was made as evidenced 
by Lee (see entire document, in particular, see Background of the Invention). In 
particular, Lee teaches the process of producing egg yolk antibodies by 1) 
immunizing the egg-laying fowl with the antigen of interest; 2) collect eggs from the 
immunized fowl; and 3) prepare the composition from the egg yolk or IgY purified 
from the egg yolk (see e.g., column 8, lines 7-15, and Figure 1). Moreover, Lee 
teaches the egg yolk is liquid or dried in the purification process (see Figure 1 and 
column 3, lines 51-57). 

Given that Ellis et al. teach using the anti-gliadin antibody containing 
composition for immunodetection and the teaching by Lee on the advantage of 
making IgY antibodies i.e., that egg yolk is a very good source of specific antibodies 
and that the antibodies arc more specific (see column 1, lines 34-46), one of ordinary 
skill in the art would have been motivated to make the anti-gliadin antibodies for 
immunodetection as IgY antibodies for the high specificity offered by the egg yolk. 

Moreover, ordinary skill in the art would have reasonable expectation of 
success in making the anti-gUadin IgY antibodies in view of the detailed procedures 
in making and purifying IgY antibodies outlines in Lee (see e.g., column 8, Unes 7- 
15, and Figure 1) and the detailed disclosure of how to prepared the gliadin antigen 
taught by EUis et al. (see page 191, left column). 

In view of the composition comprising the anti-gluten antibodies taught by 
Ellis et al. (see paragraph bridging pages 191-192) and the advantage and practicality 
in IgY production taught by Lee (see Background of the Invention and Figure 1), it 
would have been prima facie obviate to make an anti-gluten IgY antibody. 

Regarding the product-by-process limitation for producing the antibody 
provided by the present claims, is noted that such process does not distinguish 
from the antibody in the art. 

"[E]ven though product-by-process claims are limited by and defined by 
the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the 
product in the product-by-process claim is the same as or obvious from a 
product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process." In re Thorpe, 111 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985). 
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Furthermore, it is noted that the claims provide intended uses for the 
composition comprising the antibody (i.e., for treating celiac disease and for oral 
administration) but such intended uses do not distinguish from the composition 
in the art. See e.g. MPEP § 2114. 

In response to Applicant's argument that the combination of Ellis and Lee do not 
render obvious the claimed composition comprising and anti-gluten IgY antibody 
because Ellis and Lee do not teach the particular therapeutic use, i.e., for treating celiac 
disease, it is noted that the intended use for the composition do not distinguish from the 
composition in the art. 

The rationale to support a conclusion that the claims would have been obvious is 
that all the claimed elements (e.g., anti-gluten antibody / IgY antibodies) were known in 
the prior art and one skilled in the art could have arrived at the claimed invention by 
using known methods (making an anti-gluten antibody and making an IgY antibody) with 
no change in their respective functions and the combination would have yielded nothing 
more than predictable results of making an anti-gluten IgY antibody. 

The rationale to support a conclusion that the claims would have been obvious is 
that a particular known technique (making IgY antibodies) was recognized as part of the 
ordinary capabilities of one skilled in the art. One of ordinary skill in the art would have 
been capable of applying this known technique to a known product (e.g. anti-gluten 
antibody) that was ready for improvement and the results would have been predictable 
to one of ordinary skill in the art. 

Given that antibodies were well-known in the art for their pharmaceutical and 
therapeutic uses, it would have been obvious to one of ordinary skill in the art, at the 
time of the invention was made to make an composition comprising an anti-gluten IgY 
antibody for pharmaceutical or therapeutic purposes because IgY antibodies were 
known to offer advantages over the conventional antibodies as taught by Lee (see, e.g., 
column 1 , lines 35-47). In particular, IgY antibodies are relatively easy to produce and 
have high specificity. Moreover, IgY antibodies provide oral routes of administration. 
Therefore, one of ordinary skill would have been motivated to make an anti-gluten IgY 
antibody given the advantages of IgY antibodies over the conventional antibodies. 
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Furthermore, it would have been obvious to one of ordinary skill in the art to 
include a physiologically acceptable carrier, excipient or diluent, which reads on water 
or any physiological buffer. 

Applicant's arguments have not been persuasive. 

Therefore, the rejection of record is maintained for the reasons of record, as it 
applies to the newly added and amended claims. 

Conclusion 

6. No claim is allowed. 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHARON WEN whose telephone number is (571)270- 
3064. The examiner can normally be reached on Monday-Thursday, 8:30AM-6:00PM, 
ALT. Friday, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eileen O'Hara can be reached on (571)272-0878. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sharon Wen/ 
Examiner, Art Unit 1644 
February 24, 2009 

/Phillip Gambel/ 
Primary Examiner 
Technology Center 1600 
Art Unit 1644 
February 26, 2009 



